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Basis of the Report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item 

I I the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1(b)): 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
search was carried out on the basis of the sequence listing: 

contained in the international application in written form 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form 

furnished subsequently to this Authority in computer readable form 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

Certain claims were found unsearchable (See Box I). 

Unity of invention is Lacking (See Box II). 
With regard to the title, 

D*\ the text is approved as submitted by the applicant. 

I the text has been established by this Authority to read as follows: 

With regard to the abstract , 

[X] the text is approved as submitted by the applicant. 

I 1 the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant 
may, within one month from the date of mailing of this international search report, submit comments to this 
Authority. 
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The figure of the drawings to be published with the abstract is Figure No. 
I 1 as suggested by the applicant. 

[ J because the applicant failed to suggest a figure. 

\ | because this figure better characterizes the invention. 



None of the figures 
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Box I Observations where certain claims were found unsearchable (Continuation of Item 1 of first sheet) 

This international report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 



□ 



□ 



□ 

6.4(a). 



Claim Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



Claim Nos.: 

because they relate to parts of the international application that do not comply with the prescribed requirements to 
such an extent that no meaningful international search can be carried out, specifically: 



Claim Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 



Box II Observations where unity of invention is lacking (Continuation of Item 2 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 



As all required additional search fees were timely paid by the applicant, this international search report covers all 
searchable claims. 

2. | 1 As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite 

payment of any additional fee. 

3. As only some of the required additional search fees were timely paid by the applicant, this international search 
report covers only those claims for which fees were paid, specifically claims Nos.: 1-16 



4. 1 | No required additional search fees were timely paid by the applicant. Consequently, this international search report 
is restricted to the invention first mentioned in the claims; it is covered by claims Nos. : 

Remark on Protest 1 1 The additional search fees were accompanied by the applicant's protest. 

No protest accompanied the payment of additional search fees. 
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According to International Patent Classification (IPC) or to both national classification and IPC 

B. FIELDS SEARCHED 
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U.S. : 530/350, 826; 424/208. 1 , 278. 1 , 282. 1 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
WEST, Medline 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category * 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


Y 
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PIZZA et al. Mucosal vaccines: non toxic derivatives of LT and CT as mucosal 
adjuvants. Vaccine. 21 Mar 2001, Vol. 19, No. (17-19), pages 2534-41. Ref: 80, see 
PIZZA et al. LTK63 and LTR72, two mucosal adjuvants ready for clinical trials. 
International Journal of Medical Microbiology. Oct 2000, Vol. 290. No. (4-5), pages 455- 
61, Ref: 41, see entire document. 


1-16 
1-16 
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NEIDLEMAN et al. Genetically detoxified mutants of heat-labile enterotoxin from 
Escherichia coli are effective adjuvants for induction of cytotoxic T-cell responses against 
HIV-1 gag-p55. Imrnunblogy, Sep 2000, Vol. 101. No. 1, pages 154-60, see entire 
document. 


1-16 


Y 


PARTIDOS et al. The adjuvant effect of a non-toxic mutant of heat-labile enterotoxin of 
Escherichia coli for the induction of measles virus-specific CTL responses after intranasal 
co-inmiunization with a synthetic peptide. Immunology. 1986, Vol. 89, pages 483-487, 
see entire document. 


1-16 
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COHEN. AIDS Vaccines Show Promise After Years of Frustration. Science. 02 March 
2001, Vol. 291, pages 1686-1688, see entire document. 
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Further documents are listed in the continuation of Box C. 



□ 



See patent family annex. 



* Special categories of cited documents: 

"A" document defining the general state of the art which is not considered to 
be of particular relevance 

*E" earlier application or patent published on or after the international filing 
date 

"L" document which may throw doubts on priority claim(s) or which is cited 
to establish the publication date of another citation or other special reason 
(as specified) 

"O" document referring to an oral disclosure, use, exhibition or other means 

"P" document published prior to the international filing date but later than the 
priority riatr rliimrri 



"T" later document published after the international filing date or 

priority date and not in conflict with the application but cited to 
understand the principle or theory underlying the invention 

"X" document of particular relevance; the claimed invention cannot be 

considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

"Y" document of particular relevance; the claimed invention cannot be 

considered to involve an inventive step when the document is 
combined with one or more other such documents, such 
combination being obvious to a person skilled in the art 

document member of the same patent family 
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Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


Y 
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CSL LIMITED WO 01/37869 Al (CSL LIMITED) 31 May 2001 (31.05.2001), see page 
27. 

SPALDING. In Hot Pursuit of an HIV. Vaccine. 1992, Vol. 10, pages 24-29, see entire 
document. 
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AdJr^J*^^ 
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/J L?!L5*" 1 * on a replacement sheet mw be numbered in Arabic taamerale. Where a daim t* 

canceikd,noirxmim required, in til cases where claims are renumbered, they must 

be renumbered oonaecutrveJy (Administrative Instructions, Section 205(b)) ««t 



its eeewt/aany stoceoapaay the *oae«4tzcats ? 

Letter (Section 205(b)): 

The amendments must be «utxnittcd with a leoer. 

The letter will not be published with the interna lions I epptioauon and the amended claims. U should not be 
confounded with the -Statement under A/Tide 10(1)" (see beiow, under -Statemc^; ander A/tide 19(1)"). 
TVcjener muse u*1k*U: the differences herween the ciums sailed and the deima as amended. U must, to 

S.T^^IS^n^^,^ 111 tppcanfl « i«em«taaa1 tp^»ca^(itbem T niadeTitDc^ 

Lbat identical uxli canons concerning several diima n\ay be grouped), whether 

(i) Lbe claim tt unchan ged; 

00 lbe daim ii cancelled; 

(m) Lbe daim u new; 

(iv) Lbe clium rrpltccs one or mere c;i:r^u ai filed; 

(v) Lbe diim is Lbe resuli of Lbe divmoc cl i cJiun u filed. 
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NOTES TO FORM PCT/TSA/220 (continued) 

The follow las «*a«ples Illustrate (be msoocr In which tatodacou must be explained la the 
•ccocapeoyiag letter: 

1. fWbere originally there were 44 claims aod after tmeodmcot of some dsitus there are 51 1- 
"Claims 1 to 29, 3i, 32, 34. 35. 37 to 44 replaced by amended cUimi bearing the tame numbers * 
claims 30, 33 aod 34 unchanged; new claims 49 to 51 added.* 

2. (Where originally there were 15 claims aod after amendment of all claims there arc 11): 
-Claims 1 to 15 replaced by amended claims 1 to 11." 

3. (Where originally there were 14 claims aod the amendments consist in cancelling some daima aod in add in* 
new claims |: • 
-aaims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added * or 

, 7 to U cancelled; new daima 15, 14 and 17 added; all other da una unchanged.- 



[Where various kxnda of amendments are made): 

fc aaima l-lOanchanfed; daim* 11 to O t 18 and 19 cancelled; dahna 14. 15 and 14 replaced by aane 
daim 14; daim 17 subdivided into amended claims 15, 16 and 17; new daima 20 and 21 added.* 



"Statement under Article 19(1)" (Rale 46.4) 



The a mendmen ts may be a cmmp a n i ed by a statement erpJawmg the amendments nod fa^^f any 
that uy± amendments might have on the description and the drawings (which 
Article 19(1)). 



The statement wffl be published with the mutational application and the amended claims. 
The staiement ahouid be brief, it should not exceed 500 woeda if in Enaftsh or if translated Into English ' 
h shonid not be ormfmavkd with and docs not replace me letter w«r-fc, g (he uafaercrac 
as filed and an aeaended, fit const be Gkd on a separate sheet aodanantbe Identified as aaach by a I 
pwijamMylyna^ 7 

oimaa n ed m»*»«eyorL Reference to dtations, reierant to a grven daim, ccntasned an d 
repo,- may be made oory an coopection with an amendment of that daim 



In what lanpagf T 

The amendments nauat be made in the language in which the mtemaDonal application is published. The letter 
and any sutement acoonyen ying the arrw-ndmrnri must be in the same language aa the mtexnabonal apc4 icauoo 
i f that Ungua ge a English or French; otherwise, it must be in English or French, at the choice of the applicant. 

Coaaae^nenct * a demand for mtcrnntaonal preliminary examination ana already be* 

II, at the time of Gang any anratmcnta under Arudc 19, a demand for mteroatxmai t , 

haa already been submitted, me applicant must preferably, at the same time of Qn| the amcodnacnta with the 
International Bureau, also file a copy of such amendments with the utenutional Preliminary Eicamining 
Authority (aee Rule 62J<a), first sentence). 

Conaeqnence with resmrd to translation of the inters a tiocuU application for catry mto the national phase ? 

The appL rant's attention is drawn to the fact that, where upon entry into the naoooal pease, a t rans latio n of the 
daims aa amended under Amde 19 may havr to be furnished to (he dmignated/dected Officers, instead oC or 
ia addition to, the translaoon of the dauni is Tiled. 

Forfunherdctsils oo the requirements attach <ieaif^ ted/elected Office, see Volume EI of the PCT App4icaori 

Guide. 
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